What is the Review Process?

When a new application is submitted:

o Staff identifies whether the application requires full committee review or qualifies for expedited
review.

e Staff review the application for completeness. If incomplete, the investigator is sent an
“incomplete application checklist” and asked to resubmit.
e A Primary Reviewer (PR) is selected.

EXPEDITED REVIEW

Step 1: PDF of
proposal sent to PR

l

Step 2: Phone conference: IRB

staff and PR

Step 4: Copy of disposition
Step 3: WSIRB letter sent to WSIRB
decision sent to PI. — | members as PDF (on next
meeting agenda).

Step 5: Pl resubmits:

application w/ revisions and signatures (if conditionally approved),
OR

a new application for review (if deferred).

i

Step 6: Revised
application reviewed

by IRB staff.
Step 7a: If initially Step 7b: If initially
deferred - conditional conditionally approved
approval granted OR - study approval
re-deferred. granted.
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FULL BOARD REVIEW

Step 1: Staff pre-review of
entire application. Comments
sent to Pl within 3 days.

v

Step 2: Pl has one week to
revise application and submit
copies.

'

Step 3: Packets mailed to IRB

members.

Step 4: PR and staff confer
prior to IRB meeting; may
request additional info. from PI

v

Step 5: Review at meeting.

v

Step 6: Staff drafts letter to PI;
PR reviews the letter.

'

Step 7: WSIRB decision sent to
PI.

/ AV
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Step 9a: If proposal is deferred:

Pl resubmits revised application, and....

Step 9b: If proposal is conditionally approved:

Pl resubmits application w/ revisions and signatures

|

Step 10: Resolution of any

remaining minor issues - study
approval.




AMENDMENT REQUESTS

Generally, amendments for expedited proposals also go through expedited review procedures.
Amendments for proposals initially reviewed by full committee may be expedited. This depends on the
extent of the proposed changes and risks to subjects.

Step 1: Amendment
submitted electronically

Step 2: Staff determines
whether the amendment
can be expedited or

requires full Board review. \
Expedited Review Full Board Review

Step 3: Reviewed by staff. See steps 1-10 for review of

i full Board applications.
Procedures for full Board
review of amendments are

A
»
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Step 4a: Step 4b: Deferred or identical.
Approved conditionally
approved. \

Step 6: Copy of disposition letter

Step 5: WSIRB decision sent to PI. sent to WSIRB members as PDF (on
next meeting agenda).

Step 7: If deferred or
conditionally approved: Pl

resubmits with modifications.
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Return to Step 3 above.




